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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with main
purpose of regulating and monitoring of foods, drugs and medical devices. One of
SFDA functions is to issue national Standards /Technical Regulation in the fields of
foods, drugs and medical devices, whether imported or manufactured locally, through
specialized technical committees (TCs).SFDA medical devices sector through the
work program of technical committee (SFDA/MDS/TC 212) “Clinical laboratory
testing and in vitro diagnostic test systems” has adopted the International Standard No.
(1ISO 19001:2013) " In vitro diagnostic medical devices -- Information supplied by the
manufacturer with in vitro diagnostic reagents for staining in biology” issued by
“International Organization for Standardization” in its original language. This standard
is adopted with modification in its original language and has been approved as national
standard by SFDA board of directors in its meeting No () Held on (../../14..AH),
agreed with (../../20.. G).



1 Scope

This International Standard specifies requirements for information supplied
by the manufacturer with reagents used in staining in biology. It applies to
producers, suppliers and vendors of dyes, stains, chromogenic reagents and
other reagents used for staining in histology and cytology including
bacteriology, haematology, histochemistry, as performed in medical
laboratories, both routine and research bacteriology. The requirements for
information supplied by the manufacturer specified in this International
Standard are a prerequisite for achieving comparable and reproducible
results in all fields of staining in biology.
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Page No. NO. Ellgglr e// Comment | Comments Modification
NO. able type
4.1.1 : the details are
fully covered by
ISO 9001 and
13485
4.1.2 : data included
and covered by 1ISO
18113-1 and ISO
18113-2
4.1.5: covered in
annex
4.1.7 f: covered in
4.1.6 (exceptwaste
disposal and
e 411 expiration date)
J 4.2.1: covered by
. jié araaraoh ~Add more points in 4.1 and the
3 o 4.1.7f paragrap information reference s_tandarc_is
e 421 ?ecause this part is
or
o 424

special kit so it will
need additional
information
mentioned in 4.2

4.2.4: accepted as
general addition
4.1. 7.f; accepted as
general addition
waste disposal and
expiration date to
be added




